
Procter&Gamble 

June 13,2005 

via overnight mail 

The Procter & Gamble Company 
Health Care Research Center 

8700 Mason-Montgomery Road, Mason, Ohio. 45040 

ATTN: Vicki Lutwak 

Office of Nutritional Products 
Labeling and Dietary Supplements (HFS-800) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Re: Additional information for ND1 Notification; Bifiidobacreriurn infizntis 35624 

Dear Ms. Lutwak, 
This letter is to follow up on the June 9ti, 2005 conference call between FDA-CFSAN and 

P&G. We herein submit to FDA additional information to support the 75-day pre-market 

notification for marketing Bifidobacteriunz i@arztis Strain 35624 (trade name “Bifuntis”) 

as a new dietary ingredient. Enclosed with this original letter are two identical copies. 

Accession number 

As reported to you in our conference call, the correct NCIMB number is 4 1003. 

‘/ 
Antibiotic resistence 

In addition to those antibiotics that were addressed on Page 2 of the original ND1 

submission, we understand you request data on other clinically significant antibiotics such 

as tetracycline, erythromycin and penicillin. The following table addresses this data 

requirement. 



I  .  

A n tib iot ic w /m l 

A m p icil l in 2 5  

g  

Amoxac i l l inK lavu lan ic  Ac i ld  3 0  1  

- I A m ikacin 3 0  
N e tihn ic in  1 0  
T r imethopr im I .2 5  
S u lfa /Tr imethopr im 2 5  
Te icop lan in  3 0  
S o d i u m  C e fu rox ime  3 0  
S o d i u m  C e ftax ime  3 0  
C e ftria x o n e  3 0  
Ciprof loxac in  5  
G e n ta m icin 1 0  
M e t ron idazo le  5  
C e p h r a d i n e  3 0  1  
Ri famnic in  5  
Vancomvc in  5  
Ch lo ramohen i co l  1 0  t 
T e tracycl ine 3 0  
Ery thromyc in  1 5  
Nal id ix ic ac id  3 0  
Ch lo ramphen i co l  3 0  
Novob io -c in  3 0  I 
C l indamyc in  2  
Tr icarci l l in 7 5  

A n tib iot ic res is tence proper t ies  o f B ifu i obac te r i um infant is 3 5 6 2 4  

Penic i l l in  1 0  r -  I 

N o tes  
Assays  we re  c o n d u c te d  us ing  th e  s tandard  d isk d i f fus ion z o n e  o f inh ib i t ion test  protocol .  
B i f idobacter ium infant is 3 5 6 2 4  was  g r o w n  in  Re in fo rced  Clostt id ia l  b ro th  u n d e r  anae rob i c  
cond i t ions  a t 3 7 ’ C  fo r  4 8  hours .  A  ster i le s w a b  was  inser ted into th is  s ta t ionary-phase cu l ture 
a n d  s w a b b e d  o n to  th e  sur face o f Re in fo rced  Clostr id ia l  A g a r  p lates.  Commerc ia l l y  ava i lab le  
d isks c o n ta in ing  th e  a n tib iot ics we re  a d d e d  to  th e  Re in fo rced  Clostr id ia l  A g a r  a n d  zones  o f 
inh ib i t ion we re  m e a s u r e d  lus ing  a  m icrometer  a fte r  4 8  hou rs  o f g row th  u n d e r  anae rob i c  
condi t ions.  Classi f icat ions o f Sens i tive, Resis tant  a n d  In te rmed ia te  we re  ass igned  b a s e d  o n  
m a n u facturers  gu ide l i nes  as  wel l  as  th e  M a n u a l  o f Cl in ica l  M ic rob io logy  6 ’h  ed i t ion  fo r  g r a m  
posi t ive b a c ter ia.  



We hope this letter is fully responsive to FDA’s information needs. Should you have any 

questions regarding this notification, feel free to call me at 513-622-1599, or e-mail to 

johnson.bn@pg.cc,m. We will respond promptly to any questions you might have. 

Sincerely, 

THE PROCTER dz GAMBLE COMPANY 

US Regulatory Affairs, Personal Health Care 


